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The Food Processors of Canada (FPC) is pleased to have the opportunity to provide the following comments to the United States Food and Drug Administration (FDA) for consideration as they develop the regulations required for the implementation of  the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the Bioterrorism Act).  The FPC is an internationally respected business association serving food industry executives on matters concerning trade, commerce and manufacturing.  The members of FPC own or manage Canadian food processing companies who add value to inputs sourced from around the world and service markets in 80 countries including the United States and therefore affected by the final rules implemented by the FDA.  Our comments below (in bold) are directed only to proposed rules that our members expressed concern.
Docket No. 02N-0277 (Establishment and Maintenance of Records)
1. Proposed Sec.  1.327: “FDA seeks comment on the requirement for facilities conducting de minimis activities to keep records”.  FPC suggests that ownership of the product should have bearing on the responsibility for record maintenance under this rule.  If the foreign “de minimis” processor, or for that matter a distributor or other type of storage facility, takes ownership of the product it could be required to initiate the tracking chain for the purposes of this rule.  If the “de minimis” processor, distributor or storage facility is merely a contactor providing a service to a foreign manufacturing facility then the manufacturer should be the responsible party for initiating the tracking chain records and the shipment of product from the manufacturer to the “de minimis” processor, distributor or storage facility should be handled under whatever intra-corporate shipment record rules are decided upon.  
2. Proposed Sec. 1.328: “FDA has tentatively concluded that the risk to human and animal health from contamination of outer food packaging is relatively small compared to the risk from contamination of the immediate packaging that comes in direct contact with food”. FPC concurs with the FDA conclusion regarding the relatively minimal risk from outer food packaging and shipping containers and supports the exemption of records regarding outer food packaging. 
3. Proposed Sec.  1.330: “FDA is proposing to describe the specific information a covered entity must keep, but not specify the form or type of system in which those records must be maintained”.  FPC fully supports the proposal as described above.
4. Proposed Sec. 1.337: “FDA requests information on whether this requirement to keep records on intra-corporate transfers will impose new burdens upon firms or whether firms keep these records currently”.  FPC does not consider this to be an issue, as most multi-plant companies currently have stringent intra-company transfer tracking in place.  
5. Proposed Sec.  1.361: this would require records to be made available within 4 hours of a request if the request is made between 8 a.m. and 6 p.m. (local standard time), Monday through Friday.”  FPC considers that the 4 hour time limit may be too restrictive particularly for firms which may have to access paper records.  The requirements that “best efforts” be made to provide records within these, or even somewhat less restrictive, time periods may be appropriate.  

